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Art Unit: 3761 

DETAILED ACTION 
Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sha[l conclude wjthone^^^ pointing out and distinctly 

claiming"th¥suBject m'atter which'the applicant regards as his invention. 

2. Claims 9, 15 and 16 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. In claim 9, it is unclear what applicant means by 
"fixing means" between the drip chamber and the housing. In claim 15, it is unclear what 
applicant means by "compensating" the hematocrit values. Furthermore, the light 
emission means may not be turned off and flashing at the same time. As a result, the 
scope of the claims is unclear. 



Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 1-6 and 14-18 are rejected under 35 U.S.C. 102(b) as being anticipated by 
US 5,385,539 to Maynard. 

In the specification and figures, Maynard discloses the apparatus and method as 
claimed by applicant. In particular, Maynard discloses a hematocrit sensor within a 
blood circuit that comprises a plasma separation system that may be used to "purify" the 
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blood for reinfusion to the patient (see column 3, lines 10-39). The sensor is located in a 
housing 90 with a slot in bottom half 124 for optical connector and hollow member 100, 
102. The slot further comprises a slit or window 106, and light emission means and 
detection_mems_M, 55,_58_that.all.face.the hollow.m — 
housing (see FIGS 9, 10, column 12, lines 22-39, column 11, lines 20-40, column 7, 
lines 45-50, column 8, lines 41-59). 

With regard to claims 2-4, the housing 90 comprises a lid 120 connected to the 
housing by hinge 126 and a locking arm 122 that holds the cover in place (see FIG 9). 

With regard to claims 5 and 6, the hematocrit sensor may be connected to a 
microprocessor that may function to detect the presence of the sensor in the housing. 
Applicant further sets forth the mode of operation of the claimed blood treatment device. 
However, it has been held that a recitation with respect to the manner in which a 
claimed apparatus is intended to be employed does not differentiate the claimed 
apparatus from a prior art apparatus satisfying the claimed structural limitations. See 
MPEP§2114. 

With regard to claims 14, 15, as best understood, and 16-18, Maynard discloses 
that the light emitter provides light in the direction of blood flowing through the tube 102, 
the detector detects the amount of light back-scattered against the blood sample, 
determining the amount of light reflected, and generating a signal reflective of the 
hematocrit in the blood sample based on the amount of reflected light (see column 9, 
lines 18-55). In an alternate embodiment, the sensor is connected to a microprocessor 
that calculates hematocrit values and regulates the operation of the extracorporeal 
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circuit based on the calculated hematocrit value (see column 13. lines 10-23). The 
hematocrit sensor disclosed by Maynard functions when the light source is pulsed (see 
column 9, lines 14-16), and may be used to signal the beginning or the end of a 
— transfusion-cycle (see-column-1.3,--lines^3=r50).-The-sensor-further-comprises-a-method— 
for calibrating the light coming from the emitter, when compared against a reference 
value, in order to compensate for changing conditions in the sample area, which may 
include blood flow rate (see column 9, lines 35-46). 



Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 12 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
US 5,385,539 to Maynard, as applied above. 

In the specification and figures, Maynard discloses the device substantially as 
claimed by applicant with the exception of an adjustable slit or pore size. It would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to make the openings adjustable, since it has been held that the provision of 
adjustability, where needed, involves only routine skill in the art. See MPEP § 2144.04. 

7. Claims 7-11 are rejected under 35 U.S.C. 103(a) as being unpatentable over US 
5,385,539 to Maynard, as applied above, in view of US 6,582,385 to Burbank et al. 
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In the specification and figures. Maynard discloses the device substantially as 
claimed by applicant with the exception of a pump, substitution fluid, and a dialyzing 
fluid. Maynard specifically discloses, however, that his hematocrit sensor may be 
.deploy.ed.in.any_extracQrporeaLblood. circuit-in order-to-control-the-progress-of-the-blood _ 
through the circuit based on the measured hematocrit value (see column 4, lines 11 -23). 

Burbank discloses a dialysis system with pump 20 that passes blood to a 
hemofilter, ultrafiltrate pump 47, replacement fluid, dialysis fluid, a drip chamber, flow 
detector, and an air bubble detector (see columns 6-8). The drip chamber may be 
connected to a hematocrit sensor that may, in turn, control the operation of the 
extracorporeal circuit. Therefore, it would have been obvious to one having ordinary skill 
in the art at the time the invention was made to substitute the extracorporeal system 
disclosed by Maynard with the extracorporeal dialysis circuit disclosed by Burbank to 
operate with the Maynard hematocrit sensor in order to allow the sensor to control the 
extracorporeal circuit, as taught by Maynard. 

Conclusion 

8. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: 

a. US 4,745,279 Karkaretal 
i. Hematocrit measuring apparatus 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leslie R. Deak whose telephone number is 571-272- 
4943. The examiner can normally be reached on M-F 7:30-5:00, every other Friday off. 

If aJtempts_toj:eachJhe.examinerAyJelephone-are-^ -- 

supervisor, Tanya Zaiukaeva can be reached on 571-272-1115. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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